
5 10 (k) Number: 

Device Name: AML Haircheck-DT (Cocaine) 

Indications for use: 

1. Intended Use and Indications for Use of the Subject Device: 
AML Haircheck-DT (Cocaine) is a process that utilizes the IDS One-Step ELISA 
Cocaine Kit in which head hair samples undergo forensic testing for the qualitative 
detection of cocaine at concentrations at or above 300 pg/mg hair for the purpose of 
identifying chronic cocaine use. This process has not been evaluated for use with hair 
specimens other than head. This process is intended exclusively for in-house 
professional use only. The process is not intended for sale to anyone. 

The AML Haircheck-DT (Cocaine) provides only a preliminary analytical test 
result. For a quantitative analytical result or for confirmation, presumptive positives 

ion monitoring mode using the deuterated internal standards. Clinical consideration 
and professional judgement should be applied to any drug of abuse test result, 
particularly when preliminary positive results are obtained. 

are analyzed using a gas chromatograph - mass spectrometer operating in the selected I 
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Prescription Use *A 
(Per 21 CFR 801.109) 

or Over-The-Counter-Use 
(Optional Format 1-2-96) 
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